
DEPARTMENT OF HEALTH & HUMAN SERVICES 'Luhl HC-VhhS'1VC

Rhviml ink tinternal lonal, LLC.
c/o Mr. James Nvlewborne
N~lana "er of (egrilatory Affairs
1140 First Street South
CoIlumbia, SC 29209

Re: 1(1 12435
Device Trade Name: Nlonopolar Stimnulating Instrument
Reg-ulation Numlber: 21 CFR 874.1820
Regu'lationl NameC: Sulrgical Nerve Stimun~lator/Locator
ReguLlate rx C lass: Class 11
Produnct CodeC: FET-N
Dated: AuguLst 22, 2011
Received: Atuust 24, 2011

Dear [\,r. M/ew7borne:

We have reviewed you)Lr Section 510(k) premnarket notification of intent to market the device
referenced above and have determined the device is su~bstantially eCdluivaleuit (f'or the indications
for Use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to NMay 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug."
and Cosmetic Act (Act) that do not require approval of a prernarket approval application (PNzk).
YOU may, therefore, market the device, subject to the general controls provisions of the Act. The
g.enleral controls provisions of the Act inclde requiremlents for annulal registration. Ii sting of
devices, good manlufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind YOU, however, that device labeling- must be truthful and not. mis leading.

If your device is classified (see above) into either class If (Special Controls) or class [it (PMN/k), it
may be subject to additional controls. Existing major reglations afIteting your device canl be
fouind in thre Code of Federal Regu'liations, TFitle 2 1, Parts 800 to 898. In addition. FDA may
publish ftrther announcements concerning your device inl the Federal Reginster.

Please be advised that FDA's iss~iance of a substantial equlivaleceC determ~linationl does net mnean
that FDA has nude a dletermi nation that y 7our deic~ie com1plies With oitheri nI j1rtneiits of the Act
or any Federal statutes and regulations adiniistered by other Federal agencies. YOU mu1Lst



Pau-c 2 - ivr. James N'lewborre

comnply with all the Act's requirements, inicluding, but not limited to: reurIStrationl and litine-i (21
C1FR Part 807); labeling (21 I R Part 801); medical device reporting (reporting o fmed ical
dlevice-related adverse events) (21 CE-R 803); good manufacturing practice reqmrernents as set
forth in the quality systems (QS) reglationl (2 1 CFR Part 820); and i F applicable, the electronic
prod act radiation control provisions (Sections 53 1-542 oF thec Act): 21I CF R 1 000-t1050.

\'VO LI desire spec ific advice It ryo tr device Onl our Ilabeling FC-ulation (21 CF-R Pai-l 801): please
go to Itp/wv~tauvAoaD/ear~tc&CR-/DIlfcsur I 5809.1im lot
the Ceniter for lDevi ces and Rad io log-ical HeI al th's (CID RI-I's) 011fice o F Compliance. Al so, p lease
nlote the reguIlation e nftied. "M!is brawling by reference to preiwlac notihication" (2 1 CFR Part

807.7).Forqttstins egading the reporiin o ad verse Ceents underCI the N\'1DR reCgulation (2I
CF R Part 803). please go to
It try)//xwxv. f-da. gov/Mv ed ical Devices/Safetv/Repor ta 'r ob emI/dcl (111A It. htr For1 [Ihe CDRIl 's ff[ice
of'Surveillanice and B iometrics/Di vision of Postmarket S UrVei I ancC

You may obtain other genecral in formation onl your responsibilities undler thle Act from thle
Division ofSFmll Manlufacturer's, Initernlationial and Conlsumer~ Assistance at its to1lfre nuLmber
(800) 638-2041 or (30 1) 796-7 100 or at its Internect address

h t~y/ww. fa. o /M cl ca Dci es/esou cesfoYO ti/I nld List Iv/dc 1ftcL It. 1html.

- Nalvila B3. IEydelman, iM:D.
Director
Division of Ophithalmic, Neurological.

anld Ear, Nose and - Thro at De vices
0ffice of' Device E'vaIluion0
Center for Devices and

RadiolIo-ical H-e alth

FEnclosure



Attachmtent 2-Indications for Use Statemient

Indicationhsfor'Use Statemenrt

510(k) Number K072736

Device Name Rhythmrlink International Monopalar Stimnulating Instrument

Indications tar Use

Rhythmlink International Monopolar-Stlmulating Irirumfentds-indicatedl for stimulationof
cranial and peripheral motor nerves for location and identificationjduring surgery;, including
spinal nerveiraots. The Rhythimlink InternationalMonopolar% Si mulating-Instrument ls'sterile
and for sir~gIrdse only

'Prescription Use X' AND/OR bvermte'ifounter"Use-__
(part 21 CFR ,801 ~ubpart, D) (21.CFR 07 Subpart C)

(Please doritwrite below this line- , Contlnue on another page if needed)

Concurrence.,of CORN. Office of Device, Evaluation -(ODE),

(DivIrsion Sign-Off)

Presciptio UseDivision of Ophthalmic, Neurological and Ear,

(Per 21 cnt 801.109) Nose and Throat Devices

5lO(k)Number I1)-i
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